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responsible body of medical opinion (the “Bolam” test)
might hold something to be reasonable, this opinion was
susceptible to destruction by logical analysis’: an unrea-
sonable failure to disclose may now render a clinician
liable in damages whatever his colleagues declare to be
responsible practice. The finer the balance between ben-
efit and risk, the more clinicians need to be attentive to
informing the patient fully.

Clinical research

For consent in clinical research, Mazur espouses a “rea-
sonable volunteer” standard. No such standard exists in
the United Kingdom. Although we can agree on the
need for more emphasis on “explicit detailing of
information” in obtaining consent, the principles remain
the same provided there is a potential therapeutic
benefit to the individual volunteer. When genetic tissue
can be stored for future research programmes Mazur
sees the burdens on clinicians increasing still further in
order to satisfy US data protection legislation; this is also
true in the United Kingdom. Although therapeutic
research may provide a benefit to balance against any

risk to the volunteer, non-therapeutic research, by
definition, cannot, and even when volunteers have the
capacity to consent there are tight moral and absolute
legal limitations. Incapacity makes consent to non-
therapeutic research unobtainable, but in the few cases
where it can be “convincingly shown” that a therapeutic
research procedure is in the “best interests” of an
incapable patient,’ the clinician in an emergency (and
the court when time permits) can ensure that the
balance between humanity and human autonomy is
maintained.
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Risk communication in practice: the contribution of

decision aids

Annette M O’Connor, France Légaré, Dawn Stacey

As patients want to participate more in decision making, and as the range of medical options
expands, clinicians are challenged to improve their communication of risk and supportive skills. Are

practitioners’ counselling skills up to the job?

Different decisions require different strategies to com-
municate risk and support decisions, and we consider
that two broad classes of decisions exist for patients.
The first class lies in the area of “effective” health serv-
ices, in which the benefits are large compared with
harms—the participation of patients improves control
of chronic conditions' and the widespread underuse of
these beneficial options.” The second is in “preference
sensitive” health services, in which the ratios of benefit
to harm are either uncertain or dependent on patient
values’—participation of patients improves quality of
decisions and prevents overuse in the subset of
informed patients who don’t value the options.’

We investigated practical and effective approaches
that doctors and practitioners can use when counsel-
ling patients about these two classes of decisions. Box 1
shows the sources we used. These approaches should
help patients to understand options, benefits, harms,
probabilities, and scientific uncertainties; clarify the
personal value of the ratio of benefit to harm; and par-
ticipate in decision making according to needs.

“Effective” versus “preference sensitive”
decisions

The goal in decision making is to select health services
that increase the chances of valued health outcomes and

that minimise the chances of undesired consequences
according to the best available scientific evidence. ™

In some cases, the best strategy is clear to both
practitioners and patients because the scientific
evidence of benefits and harms is known and the
harms are minimal relative to the benefits. Most

Box 1: Sources for study

e Wennberg’s definition of “effective” and “preference
sensitive” health services® '

e Classification schemes for evaluating health services
according to the strength of scientific evidence and the
magnitude of ratios of benefit to harm* ®

e Recent reviews of decision support interventions for
“effective” care decisions' *"*

e Cochrane systematic review (2003 update) of trials
of patient decision aids for “preference sensitive”
options, including an inventory of hundreds of
decision aids and 62 ongoing and published
randomised controlled trials describing their efficacy’
e Reviews of papers describing patient centred
communication*"* ** and evidence based patient
choice

e Personal experiences of training health
professionals to develop their decision support skills in
practices and call centres in Canada, the United
Kingdom, the United States, and Latin America
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Box 2: Schemes for classifying medical options
according to strength of scientific evidence and
magnitude of ratios of benefit to harm

Chalmer’s scheme used in Clinical Evidence’
Beneficial—Clear evidence from randomised
controlled trials; expectation of harms is small
compared with benefits

Likely to be beneficial—Less well established than
beneficial rating

Trade off between benefits and harms—Clinicians and
patients should weigh up the beneficial and harmful
effects according to individual circumstances and
priorities

Unknown effectiveness—Insufficient data

Unlikely to be beneficial—Less well established than
likely to be beneficial

Likely to be ineffective or harmful—Clear evidence of
harmfulness of intervention

US preventive task force guidelines*

A—Strongly recommend (good quality evidence;
substantial magnitude of benefit over harm)
B—Recommend in favour of routine provision (fair
evidence; moderate benefit)

C—Close call, no recommendation either for or
against routine provision (good or fair evidence; small
magnitude of benefit or sensitive to patient values)
I=Insufficient evidence to recommend either for or
against routine provision (poor quality evidence)
D—Recommend against routine provision (good or
fair evidence; zero or negative magnitude of benefit
over harm)

informed clinicians would recommend the options
and most informed patients would agree that the ben-
efits outweigh the harms. Wennberg et al label services
with known and favourable ratios of benefit to harm as
“effective””” Examples include eye examinations and
monitoring haemoglobin A, and blood lipid for
people with diabetes and the use of aspirin, p blockers,
and angiotensin converting enzyme (ACE) inhibitors
for patients with myocardial infarction.

With “preference sensitive” decisions, the best strat-
egy for an individual is unclear. Firstly, there may be
inadequate evidence to draw conclusions about the
ratio of benefit to harm. Secondly, the ratio may be
known, but it is affected by patients’ values. Wennberg
et al label these decisions as preference sensitive
because the best choice depends on how a person
values the known risks of benefits and harms plus the
scientific uncertainties.” Examples include antenatal
screening, screening for prostate cancer, management
of symptoms of menopause, menorrhagia, benign
prostate enlargement, back pain, or early stage breast
Or prostate cancers.

To guide practitioners and patients in the
identification of which decisions have clearer answers
and which ones are less clear, evidence based groups
now classify options for care not only according to the
strength of scientific evidence but also the magnitude
of ratios of benefit to harm. Box 2 summarises the
classification schemes of Chalmers’ and the US
Preventive Task Force.! When we analysed the Chalm-
ers’ classifications used in the 1999 issue of Clinical
FEvidence, 54 treatments were classified as “trade offs
between benefits and harms” and 286 were classified as
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“uncertain”; the remainder were labelled “beneficial”
and “likely beneficial”” These descriptions may be use-
ful to primary care practitioners and patients in
discerning which care options would be considered
effective (for example, beneficial and likely beneficial)
and which care options are preference sensitive (trade
offs between benefits and harms; uncertain). For the
specialties, Tugwell et al are the first to have
incorporated these concepts in an evidence based text
for specialists. ** They not only classify and describe
benefits, harms, and scientific uncertainties for several
rheumatological treatments (rheumatoid arthritis,
osteoarthritis, gout, tennis elbow, etc) but also include
consumer summaries for both classes of decisions and
patient decision aids for preference sensitive options.

Commonalities and differences in
decision support

Commonalities

As a general principle, decision support should respect
a patient’s individual values, personal resources, and
capacity for self determination. Ideally, the approach is
patient centred, in which the interaction is aimed at
seeing the situation through the individual patient’s
eyes.”" It includes sharing power and responsibility
based on a therapeutic alliance to reach an agreement
about the problem, the options, and the role in
decision making."® Patients are helped to become
involved in deliberating, planning, and implementing
the negotiated option.

The decision support process may involve several
members of the practice team. For example, the physi-
cian may provide brief counselling by clarifying the
decision and the patient’s values and by screening for
difficulties in decision making or implementation. For
those experiencing difficulties, patients can be referred
to educational materials and support from nurses,
pharmacists, or other appropriate practitioners located
at the practice or centres linked to the practice such as
information services or nurse call centres.

Clarify decision
Condition: "Your bone density test shows it is slightly lower than normal”

there is strong scientific evidence that the benefits are large and the harms are small."
Role: "But, your opinion counts in deciding whether to take it in your situation."
Benefits: harms:

On the harm side...

It prevents broken bones in the spine
[If 100 people like you took lifetime
calcium and vitamin D, five fewer people would
have broken bones because they took it]

Evidence based recommendation: "We routinely recommend taking calcium and vitamin D because

- Most [ ] people tolerate it well but
On the benefit side... some[ ] may have to stop because of...

Clarify patient values "Do you think the benefits are more important to you than the side effects?"

Y

Screen for implementation problems™
How important is it to you to make this change? [on a scale of 1 to 10]
How confident are you in making this change? [on a scale of 1 to 10]

Y

Refer For intensive decision support if decisional or implementation difficulties

Fig 1 Brief decision support for “effective” options (for taking calcium and vitamin D after

diagnosis of low bone density)
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Differences: “effective” options

As shown in the table, the directiveness, intensity, and
focus of decision support are usually different for each
class of decision. For effective decisions, counselling
may be more directive because a standard of care is
recommended. It may be briefer because the choice is
easier to comprehend and to resolve (see fig 1 for a
sample dialogue). Screening for difficulties usually
uncovers implementation problems rather than deci-
sional problems. These problems are examined by
using techniques such as motivational interviewing' to
assess stage of change, priorities for change, self confi-
dence in making changes, and other personal barriers
to change. Tailored strategies are then used to address
motivations, confidence, and barriers. In recent reviews
of educational approaches that encourage participa-
tion of patients and reflection on internal motivation
and confidence, there have been positive effects on
behaviour change, control of chronic conditions, and
underuse of these beneficial options in many”" but
not all studies. "

Differences: preference sensitive options

For preference sensitive options, counselling is
non-directive. There is no right or wrong choice and a
decision may or may not involve making a change in
behaviour. A reasonable option may be “watchful wait-
ing” as in the case of benign prostate conditions or
menopausal symptoms. Therefore, screening for
implementation problems is not always required. How-
ever, in cases where all options involve a change in sta-
tus quo (for example, which colon cancer screening

Box 3: How decision aids affected quality of
decisions’

e Increased knowledge scores by 19 points out of 100
(95% confidence interval 13 to 24)

e Improved the proportion of patients with realistic
perceptions of the chances of benefits and harms by
40% (10% to 90%)

e Lowered decisional conflict (uncertainty) related to
feeling uninformed by 9 points out of 100 (6 to 12)

e Reduced the proportion of patients who are passive
in decision making by 30% (10% to 50%)

¢ Reduced the proportion of people who remain
undecided after counselling by 57% (30% to 70%)

e Improved agreement between what a patient values
and which option is chosen (three trials measured
agreement in different ways)

test to use), strategies described previously may help
individuals who have identified difficulties in imple-
mentation of their chosen option.

Many patients may find it difficult to make
decisions (decisional conflict).""’ The uncertainty about
what to choose arises, firstly, from the inherent
complexity of the choice involving trade offs between
benefits and harms and scientific uncertainties and,
secondly, from modifiable factors such as inadequate
knowledge, unclear values, and inadequate support for
decision making. These modifiable factors can be
addressed with information, clarification of values, and
coaching or guidance in the steps of decision making.

Differences in decision support for effective versus preference sensitive medical options

Effective (benefit:harm ratio known with substantive or
moderate benefit relative to harms)

Decision support process

Preference sensitive (benefit:harm ratio uncertain or
known but close call that depends on patient’s values)

Brief counselling

Clarify decision Clinical problem

Clinical problem

Recommended standard

No recommended standard, options

Strength of evidence

Strength of evidence

Patient’s role

Patient’s role

Benefits and harms

Benefits, harms, scientific uncertainties

Clarify values
to you than the [chance of harm]?

In your opinion, is the [potential benefit] more important

Single option: In your opinion, is the [potential benefit]
more important to you than the [risk/uncertainty of harm]?
Multiple options: Which option has the potential benefits
that are most important to you and the potential harms
that are least important to you?

Screen for problems Decisional uncertainty

Decisional uncertainty and related deficits in knowledge,

Implementation: low priority or low confidence in changing  Values clarity, and support

Referral to intensive decision support as needed

Probe stage and barriers to change

Probe stage and barriers to decision making

Tailor interventions to motivations and barriers:

e [nformation
e Motivational interviewing
e Coaching change skills

Tailor interventions to factors contributing to decisional
uncertainty:

e [nformation

e Values clarification

e Coaching deliberation skills

Facilitate progress in stage of change

Facilitate progress in stage of decision making

Facilitate transfer of learning to future decisions

Facilitate transfer of learning to future decisions

Evaluation

Process: knowledge, decisional conflict, self confidence,
and progress in stage of change

Process: knowledge, realistic risk perceptions, decisional
conflict, self confidence, and progress in stage of decision
making

Uptake and continuance of recommended option

Match between choice and patient values for benefits,
harms, scientific uncertainties

Underuse of effective health services

Overuse of options that informed patients don’t value

Health outcomes

Health outcomes may be variable due to scientific
uncertainty or marginal benefit:harm ratios. Most important
question for options with known benefits and harms is did
patients achieve benefits preferred most and avoid harms
preferred least?

Decisional regret
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With preference sensitive options, the complexity
of the decision often requires more detailed discussion
of options, benefits, harms, probabilities, and scientific
uncertainties. To streamline the process, evidence
based decision aids have been developed as adjuncts to
counselling. Over 400 decision aids for patients have
been registered and described in an inventory
developed by a Cochrane Collaboration review team’
(see also www.ohri.ca/decisionaid). Decision aids
describe options and outcomes in sufficient detail for
decision making. Other components may include the
health condition stimulating the need for a decision;
probabilities of outcomes tailored to the patient’s
health profile; exercises for clarification of values,
which ask the patient to rate the personal importance
of each benefit and harm; balanced examples of
others’ experiences with decision making; and guid-
ance or coaching in the steps of decision making and
communication by using strategies such as personal
worksheets. The medium for delivery of decision aids
varies (print, boards, videos, audio-guided workbooks),
and most developers are now producing web based
applications.

The Cochrane review team recently completed a
systematic review of 34 randomised controlled trials
conducted in Canada, the United Kingdom, and the
United States; more than 30 other trials are ongoing.’
The use of decision aids as adjuncts to counselling had
superior effects on the quality of decisions compared
with usual practices (see box 3).” Decision aids had
comparable effects to usual care interventions on
patient satisfaction, anxiety, and health outcomes that
were not linked to patient values.

The impact of decision aids on the use of elective
surgical procedures was remarkable and was consistent
among privately versus publicly funded health systems.’
The rates of use of the most invasive surgical procedures
(hysterectomy, mastectomy, prostatecomy, discectomy,
coronary bypass surgery) declined by 23% (95%
confidence interval 10% to 30%) in favour of more con-
servative surgical or medical options, without adversely
affecting patients’ health outcomes, satisfaction, or anxi-
ety. Therefore, decision aids have the potential to
prevent overuse of preference sensitive options in the
subset of informed patients who do not value them.

Box 4: Essential strategies to improve decision
quality

e Improvement in access to a comprehensive library
of decision aids (see website www.ohri.ca/decisionaid
for a listing of decision aids); the Cochrane
Collaboration review team’ is currently rating decision
aids by using standard criteria known as CREDIBLE
(Competent developers and development; Recent;
Evidence based; Devoid of conflicts of Interest;
Bal.anced presentation of options, benefits, harms;
Efficacious)

e Development of practitioner training in decision
support skills for preference sensitive decisions and in
the use of decision aids

e Expansion of existing information, education, and
decision support service models to accommodate
preference sensitive decisions (for example, on site and
regional education programmes for patients, libraries
for patients, and nurse call centres linked to practices)
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Benefits: harms:

On the benefit side...
Hormones are very
effective in relieving

hot flushes that
disturb your sleep...
[If 1000 people like

you took it, about 800

would be helped and
200 would not be

Clarify decision

Condition: "Your sleep problems affecting your work may be due to the hot flushes and night sweats
Evidence based recommendation: "The decision to try hormones or wait and see if things improve
on their own is a personal one...Scientific studies show hormones have both benefits and harms.
We use the lowest effective dose for the shortest time it is needed, but there are no strong studies
showing how much the harm is lowered."

Role: "Your opinion counts in deciding whether the benefits are more important to you than the harms."

On the harm side...

There is an increased risk of a serious outcome. [If 1000 women
like you took the hormones used in the scientific studies for a
year, about 999 women would not be harmed from taking it, but
one woman would be harmed... it may be either a heart attack,
or a blood clot in the lungs, or a stroke, or if you had been taking
hormones for more than four years, a breast cancer. With lower
doses, other routes, and other preparations, the chance of a
serious outcome may be lower than 1 in 1000 but we don't know
for sure. One outcome | have not mentioned, but you may hear
about, is the extra risk of Alzheimers; this has been found in

helped; you usually know
within days whether
you will be helped]

women over 65 years]

Y

Clarify patient values "What is more important to you:

relieving your symptoms or the worry about the increased chance of harm?"

Y

Screen for decisional difficulties Are you ready to decide now...or?

Y

Refer Decision aids, decision coaching if decisional uncertainty
and related deficits in knowledge, values, clarity, or support

Fig 2 Brief decision support for preference sensitive options (51 year old low risk woman

with severe hot flushes and associated impairments in sleep and work unrelieved by

conservative measures; worried about risks)

Few studies have evaluated the effect of decision
aids on patient-practitioner communication. One
recent Canadian trial showed that patients who were
prepared for counselling with a detailed decision aid
had the same amount of counselling time with their
primary care physicians as patients who were prepared
with a simpler pamphlet but the quality of the time
spent was different""™" For the patients given a
decision aid, physicians were more likely to clarify the
decision and the patients’ status of decision making;
there was better agreement between patients’ and phy-
sicians’ assessments of decisional conflict (uncertainty)
and related needs regarding clarity of knowledge and
values; and patients and physicians were more satisfied
with the patients’ preparation for decision making.
Figure 2 gives a sample dialogue of decision support
provided for preference sensitive options.

Infrastructure to support risk
communication and decision support

The rates of use of “effective therapies” such as f block-
ers range from 5% to 92%, even in groups of “ideal
candidates.” A key factor in explaining this large varia-
tion is lack of an infrastructure to support the use of
these options. This includes education, decision
support, and information systems for practitioners and
patients.”® The Wagner model of collaborative care
includes these elements to promote uptake of effective
options to manage chronic conditions.” Wagner main-
tains that changes are needed in the delivery of care to
accomplish this goal: realignment of an organisation’s
incentives and priorities, re-engineering of the delivery
system from reactive to proactive, and education of

739




Education and debate

Summary points

Different decisions require different strategies to
communicate risk and support decisions if we are
to improve the underuse of “effective” options
that improve health outcomes and prevent the
overuse of “preference sensitive” options that
informed patients don’t value

Evidence based classifications help to distinguish
between effective versus preference sensitive
options

For effective options, the goal is to improve
uptake and health outcomes by providing brief
counselling, assessing implementation difficulties,
and referring to services that inform, motivate,
and address barriers to change

For preference sensitive options, the goal is to
improve the match between what informed
patients value and what is provided by providing
brief counselling, assessing decisional uncertainty,
and referring to services that provide decision
aids and information, clarify values, and coach in
the steps of decision making

providers and patients to work as partners in
managing chronic conditions.

There are also wide variations in practice in the use
of preference sensitive options.” Box 4 shows three
essential strategies for ensuring that variations in prac-
tice are consistent with the distribution of preferences
of informed patients.

Decision support services for effective options and
more recently preference sensitive options are
expanding rapidly in the United States. Many of them
are provided by nurse call centres that are funded by
the health plans. This can pose difficulties to
practitioners whose patients have diverse plans with
diverse types of decision support services. The
challenge is to find better ways to link decision support
services to practices. A movement known as “infor-
mation therapy (Ix),” headed by Donald Kemper, is
working to lobby for reimbursement of providers who
give “prescription strength” information tailored to
need (the right information for the right patient at the
right time as part of the process of care). "

In Canada and the United Kingdom nurse call
centres mainly triage to the appropriate level of
professional or self care. Decision support services for
chronic diseases and preference sensitive options are
still in the early phases of demonstration projects.
However, with single payers the potential to link
decision support services to practices is more feasible.
Funding for these activities is always an issue. Demon-
stration projects need to confirm the value of reinvest-
ing resources saved by improving underuse of effective
services and preventing overuse of preference sensitive
services to build and sustain effective “just in time” sys-
tems to support decision making.
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One hundred years ago

Automobiles for medical men

The number of inquiries which have been addressed to us
during the past year or more has shown that automobiles and
the possibilities which they present have a considerable
attraction for a large number of medical men. Until recently,
however, the high prices charged by makers of repute for their
cars, seemed to put them out of the reach of most practitioners.
But so much capital has been thrown into the industry in this
country during the past year or two that the trade has made vast

progress, and cars are now being put upon the market by good
makers at prices which bring them well within the area of
practical medical politics. What the ultimate effect is likely to be,
especially in the case of scattered practices, and of those which
are commonly classed as “unopposed,” it is difficult to foretell,
but in any case the interest of medical men in the matter is likely
to greatly increase.

(BMJ 1903;ii:934)
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